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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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Disposition of Claims 

4) Q Claim(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) 1-10 is/are rejected. 
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Claims 1-10 are pending in this application. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2, 6-7, 10 are rejected under 35 U.S.C. 102(b) as being anticipated by NOE 
Com, JP 1 995-301 882A. 

NOE Com. discloses a process of purifying organic compounds comprising a 
dehydration step for decreasing the amount of water to a prescribed level or lower, wherein 
azeotropic dehydration is performed while adding a chloroform-containing solvent. The 
azeotropic dehydration is performed continuously and efficiently, by adding appropriate amount 
of alcohol and a non-polar solvent relative to the amount of water being removed by distillation. 
In preferred embodiment, the non-polar solvent is chloroform, dichloromethane or carbon 
tetrachloride. See ISR of PCT/JP03/12662. 

Applicant should note that patentability of product-by-process claim is based on the 
product itself. Though, the claims are limited and defined by their process of making, the 
products are unpatentable if they are the same or obvious from the product of a prior art. In re 
Thorpe, 227 USPQ 964 (CAFC, 1985). See also Ex parte Gray AO USPQ 2d 1922. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over NOE Com, 
JP 1995-301882A, alone or in view of Iwata et al., US 5,703,068. 

Applicant claims a process for purifying an organic compound by dehydration: distillation 
of water from a polar organic solvent comprising the organic compound to a predetermined level 
of the water. The polar solvent is added repeatedly while water is removed. In preferred 
embodiments, the polar solvent has halogen, or it is a ether solution or ketone solvent, the 
dehydration is followed by crystallization of the organic compound, alcohol is added to the 
solvent to crystallize the organic compound, the solvent is product-by-process and the organic 
compound is a P-lactam compound. 

Determination of the scope and content of the prior art (MPEP s>2141.01 

NOE Com. discloses a process of purifying organic compounds comprising a 
dehydration step for decreasing the amount of water to a prescribed level or lower, wherein 
azeotropic dehydration is performed while adding a chloroform-containing solvent. The 
azeotropic dehydration is performed continuously and efficiently, by adding appropriate amount 
of alcohol and a non-polar solvent relative to the amount of water being removed by distillation. 
In preferred embodiment, the non-polar solvent is chloroform, dichloromethane or carbon 
tetrachloride. See the ISR of the PCT/JP03/ 12662. 

Ascertainment of the difference between the prior art and the claims (MPEP 32141.02) 

The difference between the instant invention and that of NOE Com., is that applicant 
claims the solvent as product-by-process and the organic compound is a p-lactam compound. 
Also, applicant claims a crystallization step following the dehydration. 
Finding of prima facie obviousness-rational and motivation (MPEP j21 42.241 3) 
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However, Iwata et al., teach a process of purifying similar p-lactam compound 
(compound 9) by drying and then concentrating the organic solvent. See example 4 and Table 
3. The p-lactam compound is further purified and crystallized. The process of making the 
solvent is not a limitation. Patentability of product-by-process claim is based on the product 
itself. Though, the claims are limited and defined by their process of making, the products are 
unpatentable if they are the same or obvious from the product of a prior art. In re Thorpe, 227 
USPQ 964 (CAFC, 1985). See also Ex parte Gray, 10 USPQ 2d 1922. 

Therefore, the instant invention is prima facie obvious from the teachings of NOE Com. 
and Iwata et al. One of ordinary skill in the art would have known to apply the process of NOE 
Com. To purify a p-lactam compound and claim further crystallization step at the time the instant 
invention is made. The motivation is from the teaching of Iwata et al., of purifying p-lactam 
compound by drying and then concentrating the organic solvent, and further purification of the 
p-lactam compound and crystallizing it. 

The instant process is not for making an organic compound as claimed by applicant. It is 
a purification step (recovery step) after the product is made. Under the US patent practice, such 
is not an invention. Recovery step per se is uninventive, it must be claimed with other 
significant steps. Ex parte Deutschmann, 114 USPQ 556 (1957). 

IDS 

Applicant does not submit the references cited in the IDS filed 3/28/05. US 5,703,068, is 
the US equivalent of WO 92/03444. A call was made to applicant's representative to file an 
English translation of the JP reference. Such must be filed in responding to this Office action. 
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Telephone Inquiry 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Taofiq A. Solola, PhD. JD., whose telephone number is (571) 272-0709. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Mr. 
Thomas McKenzie, can be reached on (571) 272-0670. The fax phone number for this Group is 
(571)273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 




April 24, 2007 



